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REMARKS 

Claims 2-20 are pending in this applicaBdnT^laim 10 was objected to and claims 11,14, 
16, 18 and 20 were rejected under 35 U.S.C. §112, first paragraph. Claims 2-20 were variously 
rejected under the judicially created doctrine of obviousness-type double patenting. 

By this amendment, claims 10, 11, 13, 16, and 18 have been amended without prejudice 
or disclaimer of any previously claimed subject matter. Support for the amendments can be 
found, inter alia, throughout the specification and the claims as originally filed. For example, 
support for the amendments is found at page 6, lines 12-19, page 17, lines 13-15 and page 18, 
lines 13-16. 

The amendment is made solely to promote prosecution without prejudice or disclaimer of 
any previously claimed subject matter. With respect to all amendments and cancelled claims, 
Applicants have not dedicated or abandoned any unclaimed subject matter and moreover, have 
not acquiesced to any rejections or objections made by the Patent Office. Applicants expressly 
reserve the right to pursue prosecution of any presently excluded subject matter or claim 
embodiments in one or more future continuation and/or divisional application(s). 

Applicants thank the Examiner for indicating that claims 2-5, 1 1, and 12 are directed to 
an allowable product and for rejoining and examining the previously withdrawn method of use 
claims 6-10 and 13-20, 

Applicants have carefully considered the points raised in the Office Action and believe 
that the Examiner's concerns have been addressed as described herein, thereby placing this case 
into condition for allowance. 

Objection 

Claim 10 was objected to under 37 CFR § 1.75(c) as allegedly being of improper 
dependent form. Applicants thank the Examiner for the recommended claim language and have 
amended claim 6 accordingly. Applicants respectfully submit that this objection is now moot. 
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Rejections under 35 U.S.C. SI 12. first paragraph 

Claims 1 1, 14, 16, 18 and 20 were rejected under 35 U.S.C. §1 12, first paragraph, for 
allegedly failing to comply with the written description requirement regarding new matter- 
Applicants respectfully traverse this rejection. 

With regard to claims 1 1, 14, and 20, the Examiner asserts that the specification "does 
not provide support for "mixing" the two drugs together." Office Action, page 5. Applicants 
respectfully disagree with this assertion. 

At page 17, lines 13-15, the specification states that the "compounds of this invention can 
also be combined with insulin for the treatment of diabetes mellitus and other insulin-requiring 
states." The specification also states that "it will be convenient to provide an agonist analogue of 
amylin and an insulin or glucagon in a single composition or solution for administration 
together." Specification, page 18, lines 13-16. Thus, the specification describes a single 
composition comprising both an agonist analog of amylin and insulin. Accordingly, the 
specification provides support for mixing the two drugs together. 

Nevertheless, although Applicants believe that the claims were adequately described in 
the specification, Applicants have attempted to respond to the concerns of the Examiner in order 
to facilitate disposition of the present case. Applicants have herein amended claims 16 and 18 to 
recite "insulin-requiring Type n diabetes." 

Accordingly, the pending claims are fully described in the specification as filed and 
Applicants respectfully request reconsideration and withdrawal of the new matter rejections 
under 35 U.S.C. 1 12, first paragraph. 

Rejections under Obviousness-type Double Patenting 

Claims 2-15, 17, 19 and 20 were rejected under the judicially created doctrine of 
obviousness-type double patenting as allegedly being unpatentable over claims 1-35 of U.S. Pat, 
No. 6,1 14,304 in view of Young et al. (1991) FEBS 287:203-205 (hereinafter "Young") and in 
further view of US. Pat. No. 4,988,512. Claims 4, 8, 9, 11-20 were rejected under the judicially 
created doctrine of obviousness-type double patenting as allegedly being unpatentable over 
claims 1-18 of U.S. Pat. No. 6,417,164 alone or, alternatively, in view of Young and further in 
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view of Berge et al (1977) 1 Pharm. Sci. 66:1-16 (hereinafter "Berge"). Submitted herewith are 
terminal disclaimers for the present application and U.S. Pat. Nos. 6J 14,304 and 6,417,164. 
Accordingly, Applicants respectfully request that the rejections based on the claims of these 
patents be withdrawn. 

Claims 2-20 were provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as allegedly being unpatentable over claims 24-59 of U.S. Pat. 
App. No. 10/643,681 (hereinafter "the '681 application") in view of Berge and further in view of 
Young. Applicants thank the Examiner for pointing out this potential ground for rejection. 
Applicants are willing to consider submitting a terminal disclaimer in the present application 
with regard to the 4 681 application should the '681 application issue as a patent prior to the 
present application. 

In sum, Applicants respectfully request reconsideration and withdrawal of the rejections 
under the judicially created doctrine of obviousness-type double patenting. 
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CONCLUSION 

Applicants believe that all issues raised in the Office Action have been properly 
addressed in this response. Accordingly, reconsideration and allowance of the pending claims i$ 
respectfully requested If the Examiner feels that a telephone interview would serve to facilitate 
resolution of any outstanding issues, the examiner is encouraged to contact Applicants 7 
representative at the telephone number below. 

No additional fees are believed due for this submission. However, if a fee is due, the 
Commissioner is hereby authorized to charge payment of any fees associated with this 
communication, to Applicant's Deposit Account No. 010535 referencing Docket No. 248/182 
CON. Additionally, the Commissioner is hereby authorized to charge payment or credit 
overpayment of any fees during the pendency of this application to Applicant's Deposit Account 
No. 010535, 



Date: 27 October 2006 



Amylin Pharmaceuticals, Inc. 
9360 Towne Centre Drive 
San Diego, California 92121 
Phone (858) 552-2200 
Facsimile (858) 552-1936 



Respectfully submitted, 

AMYLIN PHARMACEUTICALS, INC. 



Karen R- Zachow, Ph.D. 
Reg. No. 46,332 
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